YEDICATION GUIDE

ACCUTANE Capsules
(isotretinecin)

Read this Medication Guicde every time you get a Trescription or 2 refill for Accutane (ACK-you-tane).
Thers may e new information. This information does not take the place of taiking with your health
care provicer (provider).

VWhat is the most important information I should know about Accntane?

Accutane is used to treat a type of severs acne (ncdular acne) that has nct been heiped by cther
ireatments, including antibictics. However, Accutane can cause serious side effects. Before starting
Accutane, discuss with your provider how bad your acne is, the pessible benefits of Accutane, and its
possible side effects, to decide if Accutane is right for you. Your provider will ask you to read and sign

a form or forms indicating you understand some of the serious risks of Accutane.

Possible serious side effects of taking Accutane include birth defects and mental
disorders

1. Birth defects. Accutane can cause birth defects (deformed babies) if taken by a
pregnant woman. It can also cause miscarriage, premature birth, or death of the baby. Do
not take Accutane if you are pregnant or plan to become pregnant while you are taking
Accutane, or for 1 month after you stop taking Accutane. Also, if you get pregnant while
taking Accutane, stop taking it right away and call your provider. '

All females should read the section in this Medication Guide “IVhat arz the important
warnings for female patients?”

2. Mental problems and suicide. Some patients, while taking Accutane or soon after
stopping Accutane, have become depressed or developed other serious mental problems.
Signs of these problems include feelings of sadness, irritability, unusual tiredness, trouble
concentrating, and loss of appetite. Some patients taking Accutane have had thoughts about:
hurting themselves or putting an end to their own lives (suicidal thoughts). Some people
tried to end their own lives. And some pecple have ended their own lives. There were
reports that some of these people did not appear depressed. No one knows if Accutane
caused these behaviors or if they would have happened even if the person did not take
‘Accutane. '

All patients should read the section in this Medication Guide “What are the signs of
menial probiems?”

For other possible serious side effects of Accutane, sez “}hat are the possibie side
effects of Accutane?” in this Medication Guide.



Yhat are the Important warnings for females taking Accutane?

‘ou must net become pregnant while talking Accutare, or for 1 menth after you stop taking Accutan
\ccutane can cause severs birth defs.c's in babies of women who take it while they are pragnant, even
[ they take Accutane for only a short time. There Is an extremely high risk that your baby will be
eformed or will die if you ars pregnant while taking Accutane. Taking Accutane also incraases the
nance of losing the baby befors it is Sorn (miscar-iags) and sarly (prematurs) tirths.

ccutane unless thers is proof from 2 tzsis that
these 2 dates, whichever is later:

rY

1€y are not pregnant. One test must be done on one o
the second day of your next pericd
11 days after you last had sexmal intsrcourse without using birth control
‘cu can get a prescription for Accutane only when the required testing shows you are not regnant.
emale patients cannot get monthly refills for Accutane, unless thers is proef that they ars not
regnant.

smale patients will not get their first prescription for Ac
T

/hile you are taking Accutane, you'mv?ust use effective birth control. You must nse 2 separate
fTectlve forms of birth control at the same time for at least 1 month before starting Accutane, while
cu take it, and for 1 menth after you stop taking it. You can either discuss effective birth control
ietheds with your provider or go for a free visit to discuss birth control with someone else. Your
rovider can arrange this free visit.

‘'ou must use 2 separate forms of effective birth control because any methed, including birth control
ills and sterilization, can fail. Further, nc one knows if Accutane lowers the effectiveness of birth
ontrol pills cr injections (shots). There ars only 2 reasons you would not need to use 2 separate
iethods of effective birth control:

You have had your uterus removed by surgery (hysterectomy).

You commit to complete abstinence. This means that you are absolutely positive that you will not

have genital—to-genitai sexual contact before, during, and for 1 month afer Accutane treatment.

[ you have sex without using effective birth control or miss your peried, stop asme Accutane
nd call your provider right away.

All patz’ems should read the rest of this Medication Guide.
Vhat are the signs of mental problems?

ell your provider if, to the best of your knowledge, you or somecne in your family has ever had any
ental illness, including depression, suicidal behavior, or psychosis. Psychosis means a loss of contact
ith reality, such as hearing voices or seeing things that are not there. Also, tell your provider if you
ke medicines for any of these problems.

top using Accutane and tell your provider right away if yon
start to feel sad or have crying spells
lose interest in your usual activities



3 have changes in your nomal slesp patierns
1 become mors irritabie than usual

1 lgse your apretite

2 become unusually tired

a navv trouble concentrating

A

1 thdraw from family and Ten
1 start having theughis about hurting yourselfmyself or taking vour/my own lifs (suicidal thoughts)
YYhat is Accutane?

Accutane is used to treat the most severe form of acne (nodular acne) that cannot te clearsd up by any
other acne treatments, including antibictics. In severe nedular acne, many red, swollen, tender lumps
form in the skin. These can be the sizs of pencil erasers or larger. If untreated, nccular acne can lead
to permanent scars. However, because Accutane can have serious side effects, you should talk with
your provider about all of the possible treatments for your acue, and whether Accutane’s possivle
benefits outweigh its possible risks.

Who should not take Accutane? |

1 Do not take Accutane if you are pregnani, plan to become pregnant, or become pregnant
during Accutane treatment. Accutane causes birth defects. All females should read the section
“What are the important warnings for females taking Ac\.\.tane‘?” for more mformatlon and

~ warnings about Accutane and pregnancy

1 Do not take Accutane unless you completely understand its p0531b1e risks and are Wﬂlmg to follow
all of the instructions in this Medication Guide.

Tell your provider if you or someone in your family has had any kind of mental problems, asthma, liver
disease, diabetes, heart disease, or any other important health problems. Tell your provider about any
food or drug allergies you have had in the past. Your provider needs this information to discuss if
Accutane is right for you. |

How sheu}d I take Accutane?

3 You will get a 1 month supply of Accutane at a time, to be sure you check in with your provider
each month to discuss side effects.

= The amount of Accutane you take has been snecmlly chosen for you and may change during
treatment.

a  You will take Accatane 2 times a day with food, unless your prov1der tells you otherwxse

a I you miss a dose, just skip that dose. Do not take 2 doses the next time.

1 You should return to your provider as directed to make sure you don’t have signs of serious 31de
effacts. Because some of Accutane’s serious side effects show up in bloed tests, some of these
visits may involve blood tests.

YWhat should I avoeid while taking Accutane?
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Do not get pregnant while taking Accutane. See “What is the most important information I z:culd
know abcut Accutane?” and “Waoat are the imporiant warnings for females taking Accutane?

Do not breast feed while taking Accutare and for 1 month after stepping Accutane. We do net
know if Accutane can pass through your mitk and harm the baby.

Do not give bicod while ycu take Accutane and for 1 month afier stopping Accutane, If scmecne
who is pregnant gets your donated biccd, her baby may be exposed to Accutane and may be bern
with birth defects.

Do not take Vitamin A supplements. Vitamin A in high doses has many of the same side effects

-as Accutane. Taking both together may increase your chance of getting side effects.

Do not have cosmetic procedures to smooth your skin, inciuding waxing, dermabrasien, or
laser procedures, while you are using Accutane and for at east & mamhs after you stop.
Accutane can increase your chance of \carrm, from these procedurss. Check with your provider
for advice about when you can have cosmetic procsduzes.

Avoid sunlight and nltraviolet lights as much as possible. Tanning machines use ultraviolet
lights. Accutane may make your skin mors sensitive to light.

Do not use birth contrel pills that have a low dose of progesterone (minipills). They may nct
work while you take Accutane. ‘

Do not share Accutane with other people. It can cause birth defects and cther sericus health
problems.

Do not take antibiotics with Accutane unless you talk to your provider. For some antibiotics,
you may have to stop taking Accutane until the antibictic treatment is finished. Use of both drugs
together can increase the chances of getting increased pressure in the brain.

What are the possible side effects of Acentane?

Accutane has possible serious side effacts

Accutane can cause birth defects, premature births, and death in babies whose mothers took
Accutane while they were pregnant. See “What is the most important information 1 should know
about Accutane?” and “What are the important warnings for females taking Accutane?”

Serious mental health problems. See “What is the most important information I should xnow

_about Accutane?”

“Serious brain problems. Accutane can increase the pressure in your brain. This can lead to

permanent loss of sight, or in rare cases, death. Stop taking Accutane and call your prowder right
away if you get any of these signs of increased brain pressure: bad headache, blurred vision,
dizziness, nausea, or vomiting. Also, some patients taking Accutane have had seizures
(convulsions) or stroke.

Abdomen (stomach area) problems. Certain symptoms may mean that your internal organs are
being damaged. These organs include the liver, pancreas, and bowel (intestines). If your organs
are damaged, they may not get better even after you stop taking Accutane. Stop taking Accutane
and call your provider if you get severe stomach or bowel pain, diarrhea, rectal bieeding, yellowing
of your skin or eyes, or dark urine. -

Bone and muscle problems. Accutane may affect bones, muscles, and ligaments and cause pain
in your joints or muscles. Tell your provider if you plan vigerous physical activity during treatment
with Accutane. Tell your provider if you develop pain. If a bone breaks, tell your provider you
take Accutane. No one knows if taking Accutane for acne will reduce bone healing or stunt



Zowth.

*  Hearing problems. Scme pecple taking Accutane have developed hearing probiems. It is possibie
that hearing lcss can be permanent. Stop using Accutane and call your prmnder if your hearing gets
werse or if you have ringing in your ears.

1 Vision problems. While taking Accutane you may develop a sudden inability to see in the dark, so
driving at night can be dangercus. Tais conditicn usually clears up after you stop taking Accutare,
but it may be permanent. Other serious eye effects can cccur. Stop taking Accutane and cail your
provider right away if you have any problems with your visicn or dryness of the eyes that is painful
Or constant.

1 Lipid (fats and chelestersl in bloed) pmblems Many people taking Accutane develop high

 levels of cholestercl and other fats in their blocd. This can be a serious problem. Return to your
provider for blocd tests to check your lipids and to get any needed treatment. These problems
generally go away when Accutane treatment is finished. :

3 Allergic reactions. In scme people, Accutane can cause sericus allergic reactions. Stop taking
Accutane and get emergency care right away if you develop hives, a swollen face or mouth, or have
trouble breathing. Stop taking Accutane and call your provider if you develop a fever, rash, or red
patches or bruises on your legs.

3 Signs of other possibly serious problems. Accutane may cause other problems. Tell your
provider if you have trouble breathing (shortness of breath), are fainting, are very thirsty or urinate
a lot, feel weak, have leg swelling, convulsions, slurred spesch, prsblems moving, or any other
serious or unusual problems. Frequent urination and thirst can be signs of blood sugar problems.

Serious permanent preblems do not happen often. However, because the symptoms listed above may
be signs of serious problems, if ycu get them, stop taking Accutane and call your provider. Ifnot
treated, they could lead to serious health problems. Even if these problems are treated, they may not
clear up after you stop taking Accutane.

Accutane has less serious possible side effects
The common less serious side effects of Accutane are dry skin, chapped lips, dry eyes, and dry nose

that may lead to nosebleeds. People who wear contact lenses may have trouble wearing them while
taking Accutane and after therapy. Sometimes, people’s acne may get worse for a while. They should
continue taking Accutane unless told to stop by their provider.

These are not all of Accutane’s possible side effects. Your provider or pharmacist can give you more
detailed information that is written for health care professionals.

This Medicaticn Guide is.only a summary of some important information about Accutane. Medicines
are sometimes prescribed for purposes other than those listed in a Medication Guide. If you have any
concerns or questions about Accutane, ask your provider. Do not use Accutane for a condition for
which it was not prescribed.

Active Ingredient: Isotretinoin.

Inactive Incredlents beeswax, butylated hydroxyanisole, edetate dlsodmm hydrogenated soybean oil
flakes, hydrogenated vegetable oil, and soybean oil. Gelatin capsules contain glycerin and parabens
(methyl and propyl), with the following dye systems: 10mg—iron oxide (red) and titanium dioxide; 20



.  *OPIXOIP WNIUTIT PUB ‘O] "ON MO[[3A
.uﬁ__uh m_ aZBw.:a Uu%.mleav uEﬁ:w Enﬁﬁm ﬁ:.m ch uEm Uﬁﬂm,ncZuuMUummmlmﬁ



